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[4110-35-M] 
Title 42—Public Health 


CHAPTER IV—HEALTH CARE Fi- 
NANCING ADMINISTRATION, DE- 
PARTMENT OF HEALTH, EDUCA- 
TION, AND WELFARE 


PART 405—FEDERAL HEALTH INSUR- 
ANCE FOR THE AGED AND Dis- 
ABLED 


Conditions for Coverage—Suppliers 
of ESRD Services; Requirements for 
Self-Dialysis Units and Self-Dialysis 
Services 


AGENCY: Health Care Financing Ad- 
ministration (HCFA), HEW. 


ACTION: Final rule with comment 
period. 


SUMMARY: These amendments 
change the existing requirements for 
end-stage renal disease (ESRD) facili- 
ties by adding requirements that spe- 
cifically apply to self-dialysis units and 
self-dialysis services. The changes are 
being made to implement the Medi- 
care End-Stage Renal Disease Pro- 
gram Amendments of 1978 (Pub. L. 95- 
292 of June 13, 1978). Other minor 
changes are for internal consistency 
and to delete outdated content. The 
intent of these amendments is to en- 
courage and facilitate greater use of 
self-dialysis. 


DATES: These regulations are effec- 
tive on October 1, 1978. However, con- 
sideration will be given to written com- 
ments or suggestions received by De- 
cember 18, 1978, with a view to revi- 
sion of the regulations, if necessary. 


ADDRESSES: Address comments to: 
Administrator, Health Care Financing 
Administration, P.O. Box 2382, Wash- 
ington, D.C. 20013. In commenting, 
please refer to HSQ-58-RC. Com- 
ments will be available for public in- 
spection beginning approximately 2 
weeks after publication, in room 5229 
of the Department’s offices at 330 C 
Street SW., Washington, D.C., on 
Monday through Friday of each week 
from 8:30 a.m. to 5 p.m., telephone 
202-245-0950. 


FOR FURTHER 
CONTACT: 


Janet Harryman, Director, Division 
of Hospital Services, Office of Stand- 
ards and Certification, Health Care 
Financing Administration, 6401 Se- 
curity Boulevard, Baltimore, Md. 
21235, telephone 301-594-9712. 


SUPPLEMENTARY INFORMATION: 
The ESRD program was created by 
section 2991 of the Social Security 
Amendments of 1972 (Pub. L. 92-603) 


INFORMATION 
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and became effective July 1, 1973. In 
order to be approved to receive reim- 
bursement under the program, facili- 
ties furnishing renal dialysis and 
transplantation: were required to meet 
criteria set out in interim regulations. 
(38 FR 17210; June 29, 1973.) The in- 
terim regulations were replaced on 
September 1, 1976, by the Conditions 
for Coverage of Suppliers of End- 
Stage Renal Disease Services (41 FR 
22507; June 3, 1976), subpart U of 
medicare regulations (42 CFR Part 
405). These conditions, which ESRD 
facilities must meet to be certified to 
receive medicare reimbursement, 
assure-that the facilities are appropri- 
ately utilized, meet health, safety, and 
quality standards, and participate in 
renal disease networks. 

On June 13, 1978, the Medicare End- 
Stage Renal Disease program Amend- 
ments of 1978 (Pub. L. 95-292) were 
enacted. The amendments were in- 
tended to encourage the use of lower 
cost treatment modalities, specifically 
self-dialysis and transplantation, for 
the maximum number of patients who 
are medically, socially, and psychologi- 
cally suitable for such treatment. Rec- 
ognizing that many patients are 
unable to dialyze at home, Congress 
included a provision to encourage the 
use of self-dialysis stations in dialysis 
facilities. Under the new law, the Sec- 
retary is authorized to define what 
constitutes self-dialysis outside the 
home setting and to identify the insti- 
tutional settings in which it can appro- 
priately be performed. 

Subpart U is being amended to im- 
plement Pub. L. 95-292. The amend- 
ments define “self-dialysis services” 
and “self-dialysis unit” and include 
conditions which facilities must meet 
to be certified as self-dialysis units. 
These amendments are the second of a 
series of regulations to be promulgat- 
ed to implement the ESRD Amend- 
ments of 1978. The first regulation 
dealt with individuals’ entitlement to 
ESRD benefits; subsequent regula- 
tions will cover reimbursement and 
ESRD network organizations. 


SUMMARY OF CHANGES 


The following discussion is num- 
bered to correspond to the numbered 
amendments to the regulation. 

1. Subpart U became effective on 
September 1, 1976, and replaced inter- 
im regulations (38 FR 17210; June 29, 
1973) which had been in effect since 
July 1, 1973. To facilitate the orderly 
transition, subpart U provided for the 
interim regulations to remain in effect 
until September 1, 1977. Provisions re- 
ferring to this transition period 
(§ 405.2100 (c) and (d)) are now obso- 
lete and are being deleted. 

2. Section 405.2101 is being revised 
to reflect the congressionally stated 
purposes of Pub. L. 95-292. These in- 


clude encouraging, to the maximum 
feasible extent, medically appropriate 
use of self-dialysis and transplanta- 
tion. In developing and implementing 
regulations for the ESRD program, we 
will stress the goal of maximizing use 
of self-dialysis and transplantation. 

3. These regulations define self-dia- 
lysis unit, staff-assisted dialysis, and 
self-dialysis, and revise the definition 
of self-dialysis training. 

Readers should note that the defini- 
tion of a self-dialysis unit specifies 
that it must be a part of an approved 
renal transplantation center, renal 
dialysis center, or renal dialysis facili- 
ty that also performs transplantation 
or furnishes a dialysis service other 
than self-dialysis or home dialysis. 
Thus, we will not approve facilities 
furnishing only self-dialysis. At this 
time, we think there are some impor- 
tant policy issues to be resolved con- 
cerning a facility furnishing only self- 
dialysis. If such a facility were re- 
quired to meet all the health and 
safety requirements of subpart U, we’ 
doubt that it would be an efficient 
way of furnishing self-dialysis. If the 
unit were not required to meet such 
requirements, questions might be 
raised about the health and safety of 
patients. For these reasons, we believe 
the issue warranted an opportunity 
for public comment, which we have 
not been able to provide because of 
the statutory mandate to implement 
Pub. L. 95-292, by October 1. We spe- 
cifically ask for comments on this 
issue and, based on such comments, 
will decide whether to certify facilities 
that furnish only self-dialysis. 

Editorial changes have also been 
made in several of the existing defini- 
tions. 

4. Provisions in the existing regula- 
tions dealing with minimal utilization 
rates are being reorganized and re- 
vised for clarity. Minimal utilization 
rates are now discussed in separate 
sections under the headings of types 
and duration of classification, report- 
ing requirements, method of calculat- 
ing rates, and the specific standards. 
($8 405.2122, 405.2123, 405.2124, and 
405.2130.) 

5. The requirements for reporting 
utilization rates have been clarified 
and expanded. Section 405.2123 now 
requires each dialysis facility to report 
on how each station” is used and to 
report the number of dialyses per- 
formed on each station. For dialyses 
performed after October 1, 1978, the 
report must separately identify each 
type of service: Staff-assisted dialysis, 
self-dialysis, and_ self-dialysis and 
home dialysis training. Separate iden- 
tification is necessary for determining 
that the facility meets the MUR and 
other certification requirements, for 
establishing costs and for analyzing 
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oe 
the cost-effectiveness of the self-dialy- 
sis unit. 

6. Section 226(g) of the Act previous- 
ly required that all ESRD facilities be 
subject to the minimum utilization re- 
quirements (MUR). The purpose is to 
prevent proliferation of unnecessary 
facilities and contribute to the statuto- 
ry goal of providing all needed ESRD 
services in as efficient and economical 
a manner as possible. The ESRD 
Amendments of 1978 extend MUR to 
self-dialysis units and_ self-dialysis 
training programs. See section 1881(b) 
of the Act. 

The present regulations establish 
MUR’s for renal transplantation and 
for different classes of dialysis facili- 
ties (see 42 CFR 405.2139). These 
MUR’s were derived from data ob- 
tained from existing dialysis facilities. 
However, utilization data on existing 
self-dialysis units is limited because 
there are so few units at the present 
time. Therefore, at this time, we are 
not establishing separate MUR’s for 
self-dialysis units. 

Dialysis facilities and centers will 
remain subject to existing MUR’s and 
may add the utilization of self-dialysis 
to the utilization of staff-assisted dia- 
lysis for purposes of determining 
whether they have met MUR require- 
ments. 

Self-dialysis training programs will 
be considered to have achieved mini- 
mum utilization if they successfully 
train six self-dialysis patients per sta- 
tion per year. We have retained the 
provision, formerly in § 405.2123, that 
dialysis stations used for self-dialysis 
training at this level need not be in- 
cluded in calculating a facility’s utili- 
zation rate. However, if a facility does 
not achieve this minimum utilization 
of training stations, it must include 
the stations and the dialyses per- 
formed on them in calculating the fa- 
cility MUR. 

We solicit comments and suggestions 
on establishing separate MUR’s for 
self-dialysis units. In addition, we will 
review the results achieved under this 
regulation and will seek the informa- 
tion specified in § 405.2121 with a view 
toward establishing MUR’s for self- 
dialysis units. Section 405.2121 lists in- 
formation from ESRD Network Coun- 
cils and other sources regarding utili- 
zation rates, the geographic distribu- 
tion of patients and facilities, quality 
of care, and efficiency. Any change in 
this regulation will be published as a 
notice of proposed rulemaking 
(NPRM). 

7. Pub. L. 95-292 specifies that net- 
work organizations shall establish net- 
work goals with respect to the place- 
ment of patients in self-dialysis set- 
tings and undergoing or preparing for 
transplantation. Section 405.2134 of 
the current regulation provides the 
specific requirements of the member- 
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ship agreement between each facility 
in the network and the Network Co- 
ordinating Councils. This amendment 
requires an ESRD facility to fulfill its 
roles in meeting the network goals. In 
addition, some obsolete material in 
§ 405.2134 has been deleted. 

8. The requirements on admission 
criteria of an ESRD facility are being 
amended to make access to a self-dia- 
lysis unit available only to patients for 
whom the facility maintains a patient 
care plan. 

This provision will not permit a tran- 
sient patient who is a self-dialysis pa- 
tient to dialyze himself at some other 
self-dialysis unit. We believe this pro- 
vision is necessary to protect the 
health and safety of the transient pa- 
tient who may be unfamiliar with the 
type of machines in use at other facili- 
ties or with differing emergency proce- 
dures. Transient -patients may, of 
course, be dialyzed at any staff-assist- 
ed dialysis facility which undertakes 
to furnish them dialysis. 

9. Each dialysis facility or center is 
presently required to maintain a pa- 
tient care plan for each patient under- 
going dialysis and to review these 
plans at least monthly (see § 405.2137.) 

These amendments provide for a 
monthly review of the patient care 
plan only for patients whose medical 
condition has not become stabilized. 
For patients whose medical condition 
is stabilized, review is required only 
every 6 months. In our view, requiring 
monthly review for patients who have 
stabilized is an unnecessary and costly 
burden. 

In addition this amendment requires 
that a facility or center which super- 
vises home dialysis patients maintain a 
patient care plan for each of the home 
dialysis patients. 

10. We are changing the medical rec- 
ords requirement (§ 405.2139) to assure 
that self-dialysis patients, whether 
dialyzing in a self-dialysis unit or at 
home, have a medical record main- 
tained in a central place where all 
medical information about the patient 
is consolidated. The medical record 
must be kept current even if the en- 
tries in the record are completed by 
the patient in the absence of profes- 
sional staff. 

11. We are amending § 405.2140(c) to 
require that written patient care poli- 
cies specify the procedures for preven- 
tion of contamination which are car- 
ried out by facility personnel and 
those which are carried out by self- 
dialysis patients. 

Under the new requirements in 
§ 405.2140(d)(5), both patients and fa- 
cility personnel must be trained to 
handle medical and nonmedical emer- 
gencies. 

12. Present requirements for self-dia- 
lysis and home dialysis training pro- 
vide that teaching materials be availa- 
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ble to patients during training. We. 
have amended § 405.2161 to require 
that teaching materials are available 
to all trainees. This change is consist- 
ent with the definition of self-dialysis 
and home dialysis training, which in- 
cludes the training of other individ- 
uals to assist patients. 

We are also amending the list of re- 
sponsibilities borne by the director of 
a facility to include periodic assess- 
ment of each home care patient’s per- 
formance of dialysis. 

13. Pub. L. 95-292 requires that 
there be patient/staff ratios which are 
appropriate to _ self-dialysis. Section 
405.2162(b) has been revised to require 
that the patient/staff ratio be appro- 
priate to the level of dialysis being 
given and meet the needs of the pa- 
tients. We have not set a specific ratio 
at this time, because there appears to 
be no consensus on what is the proper 
ratio for self-dialysis. However, we wel- 
come comments and will review facili- 
ties in order to identify those factors 
which determine appropriate patient/ 
staff ratios for different levels of dia- 
lysis care. In addition, § 405.2162(b) 
has been revised to require at least one 
currently licensed health professional 
on duty whenever patients are under- 
going dialysis. 

14. The minimal service require- 
ments for a dialysis facility or center 
have been revised to include require- 
ments for the provision of staff-assist- 
ed dialysis service and _ self-dialysis 
service, if it is offered. 


WAIVER OF PROPOSED RULEMAKING 


Pub. L. 95-292 provides that medi- 
care payments for the renal disease 
services specified in that statute shall 
be available beginning on October 1, 
1978. Because of the short period be- 
tween the enactment (June 13, 1978) 
and the effective date of the statute, 
we have not been able to go through 
the normal process for NPRM and 
public participation. We have attempt- 
ed, however, in the limited time availa- 
ble to consult as widely as possible 
with persons and agencies whom we 
knew would be interested in this regu- 
lation. 

Moreover, we have made only those 
amendments that are essential if bene- 
fits are to be made available promptly. 
We plan to publish a more comprehen- 
sive NPRM in the future, which will 
review the present regulations and 
cover polity issues that did not have to 
be resolved under the time constraints 
for this regulation. We welcome com- 
ments on this regulation and sugges- 
tions for subsequent amendments. 

42 CFR Part 405 is amended as set 
forth below: 

1. Section 405.2100 is amended by de- 
leting paragraphs (c) and (d). 
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§ 405.2100 Scope of subpart. 


. * * * * 


2. Section 405.2101 is amended by 
adding a new paragraph (d). 


§ 405.2101 Objectives of the end-stage 
renal disease (ESRD) program. 


The objectives of the end-stage renal 
disease program are: 

(a) To assist beneficiaries who have 
been diagnosed as having end-stage 
renal disease (ESRD) to receive the 
care they need: 

(b) To encourage proper distribution 
and effective utlization of ESRD treat- 
ment resources while maintaining or 
improving the quality of care; 

(c) To provide the flexibility neces- 
sary for the efficient delivery of ap- 
propriate care by physicians and facili- 
ties; and 

(ad) To encourage self-dialysis or 
transplantation for the maximum 
practical number of patients who are 
medically, socially, and psychological- 
ly suitable candidates for such treat- 
ment. 


3. Section 405.2102 is revised to read 
as follows: 


§ 405.2102 Definitions. 


As used in this subpart, the follow- 
ing definitions apply: 

(a) Agreement. A written document 
executed between an ESRD facility 
and another facility in which the 
other facility agrees to assume respon- 
sibility for furnishing specified ser- 
vices to patients and for obtaining re- 
imbursement for those services. 

(b) Arrangement. A written docu- 
ment executed between an ESRD fa- 
cility and another facility in which the 
other facility agrees to furnish speci- 
fied services to patients but the ESRD 
facility retains responsibility for those 
services and for obtaining reimburse- 
ment for them. 

(c) Dialysis. A process by which dis- 
solved substances are removed from a 
patient’s body by diffusion from one 
fluid compartment to another across a 
semipermeable membrane. The two 
types of dialysis that are currently in 
common use are hemodialysis and 
peritoneal dialysis. 

(d) End-Stage Renal Disease (ESRD). 
That stage of renal impairment that 
appears irreversible and permanent, 
and requires a regular course of dialy- 
sis or kidney transplantation to main- 
tain life. 

(e) ESRD facility. A facility which is 
approved to furnish at least one spe- 
cific ESRD service (see § 405.2102(f)). 
Such facilities are: 

(1) Renal Transplantation Center. A 
hospital unit which is approved to fur- 
nish directly transplantation and 
other medical and surgical specialty 
services required for the care of the 
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ESRD transplant patients, including 
inpatient dialysis furnished directly or 
under arrangement. A Renal Trans- 
plantation Center may also be a Renal 
Dialysis Center. 

(2) Renal dialysis center. A hospital 
unit which is approved to furnish the 
full spectrum of diagnostic, therapeu- 
tic, and rehabilitative services required 
for the care of ESRD dialysis patients 
(including inpatient dialysis furnished 
directly or under arrangement). A hos- 
pital need not provide renal transplan- 
tation to qualify as a renal dialysis 
center. 

(3) Renal dialysis facility. A unit 
which is approved to furnish dialysis 
service(s) directly to ESRD patients. 

(4) Self-dialysis unit. A unit that is 
part of an approved renal transplanta- 
tion center, renal dialysis center, or 
renal dialysis facility, and furnishes 
self-dialysis services. 

(f) ESRD service. The type of care or 
services furnished to an ESRD pa- 
tient. Such types of care are: 

(1) Transplantation service. A proc- 
ess by which (a) a kidney is excised 
from a live or cadaveric donor, (b) that 
kidney is implanted in an ESRD pa- 
tient, and (c) supportive care is fur- 
nished to the living donor and to the 
recipient following implantation. 

(2) Dialysis service: 

(i) Inpatient dialysis. Dialysis which, 
because of medical necessity, is fur- 
nished to an ESRD patient on a tem- 
porary inpatient basis in a hospital; 

(ii) Outpatient dialysis. Dialysis fur- 
nished on an outpatient basis at a 
renal dialysis center or facility. Outpa- 
tient dialysis includes: 

(A) Staff-assisted dialysis. Dialysis 
performed by the staff of the center 
or facility. 

(B) Self-dialysis. Dialysis performed, 
with little or no professional assist- 
ance, by an ESRD patient who has 
completed an appropriate course of 
training. 

ii) Home dialysis. Dialysis per- 
formed by an appropriately trained 
patient at home. 

(3) Self-dialysis and home dialysis 
training. A program that trains ESRD 
patients to perform self-dialysis or 
home dialysis with little or no profes- 
sional assistance, and trains other indi- 
viduals to assist patients in performing 
self-dialysis or home dialysis. 


oJ * * * * 


(r) Qualified personnel. Personnel 
that meet the requirements specified 
in this paragraph. (1) Chief executive 
officer. A person who: 

(i) Holds at least a baccalaureate 
degree or its equivalent and has at 
least 1 year of experience in an ESRD 
unit; or 

(ii) Is a registered nurse or physician 
director as defined in this paragraph 
(r); or 


(iii) As of September 1, 1976, has 
demonstrated capability by acting for 
at least 2 years as a chief executive of- 
ficer in a dialysis unit or transplanta- 
tion program. 

(2) Dietitian. A person who: (i) Is eli- 
gible for registration by the American 
Dietetic Association under its require- 
ments in effect on June 3, 1976, and 
has at least 1 year of experience in 
clinical nutrition; or 

(ii) Has a baccalaureate or advanced 
degree with major studies in food and 
nutrition or dietetics, and has at least 
1 year of experience in clinical nutri- 
tion. 

(3) Medical record practitioner. A 
person who: 

(i) Has graduated from a program 
for Medical Record Administrators ac- 
credited by the Council on Medical 
Education of the American Medical 
Association and the American Medical 
Record Association, and is eligible for 
certification as a Registered Record 
Administrator (RRA) by the American 
Medical Record Association under its 
requirements in effect on June 3, 1976. 

(ii) Has graduated from a program 
for Medical Record Technicians ap- 
proved jointly by the Council on Medi- 
cal Education of the American Medical 
Association and the American Medical 
Record Association, and is eligible for 
certification as an Accredited Record 
Technician (ART) by the American 
Medical Record Association under its 
requirements in effect June 3, 1976, or 

(iii) Has successfully completed and 
received a satisfactory grade in the 
American Medical Record Associ- 
ation’s Correspondence Course for 
Medical Record Personnel approved 
by the Accrediting Commission of the 
National Home Study Council, and is 
eligible for certification as an Accred- 
ited Record Technician by the Ameri- 
can Medical Record Association under 
its requirements in effect June 3, 1976. 

(4) Nurse responsible for nursing 
service. A person who is licensed as a 
registered nurse by the State in which 
practicing, and (i) has at least 12 
months of experience in clinical nurs- 
ing, and an additional 6 months of ex- 
perience in nursing care of the patient 
with permanent kidney failure or un- 
dergoing kidney transplantation, in- 
cluding training in and experience 
with the dialysis process; or 

(ii) Has 18 months of experience in 
nursing care of the patient on mainte- 
nance dialysis, or in nursing care of 
the patient with a kidney transplant, 


-including -training in and experience 


with the dialysis process. 

(iii) If the nurse‘responsible for 
nursing service is in charge of self-care 
dialysis training, at least 3 months of 
the total required ESRD experience is 
in training patients in self-care. 

(5) Physician-director. A physician 
who: 
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(i) Is board eligible or board certified 
in internal medicine or pediatrics by a 
professional board, and has had at 
least 12 months of experience or train- 
ing in the care of patients at ESRD fa- 
cilities; or 

(ii) During the 5-year period prior to 
September 1, 1976, served for at least 
12 months as director of a dialysis or 
transplantation program. 

(iii) In those areas where a physician 
who meets the definition in subdivi- 
sion (i) or (ii) of this subparagraph is 
not available to direct a participating 
dialysis facility, another physician 
may direct the facility, subject to the 
approval of the Secretary. 

(6) Social worker. A person who is li- 
censed, if applicable, by the State in 
which practicing, and 

(i) Has completed a course of study 
with specialization in clinical practice 
at, and holds a masters degree from, a 
graduate school of social work accred- 
ited by the Council on Social Work 
Education; or 

(ii) Has served for at least 2 years as 
a social worker, 1 year of which was in 
a dialysis unit or transplantation pro- 
gram prior to September 1, 1976, and 
has established a consultative relation- 
ship with a social worker who qualifies 
under subparagraph (6)(i) of this para- 
graph. 

(7) Transplantation 
person who: 

(i) Is board eligible or board certified 
in general surgery or urology by a pro- 
fessional board; and 


surgeon. A 


(ii) Has at least 12 months training 
or experience in the performance of 
renal transplantation and the care of. 
patients with renal transplants. 

4. Section 405.2122 is amended to 
read as follows: 


§ 405.2122 Types and duration of elassifi- 
cation according to utilization rates. 


An ESRD facility that meets all the 
other conditions for coverage of ESRD 
services will be classified according to 
its utilization rate(s) as follows: uncon- 
ditional status, conditional status, ex- 
ception status, or not eligible for reim- 
bursement for that ESRD service. 
Such classification will be based on 
previously reported utilization data 
(see § 405.2124, except as specified in 
paragraph (a) of this section), and will 
be effective until notification of subse- 
quent’ classification occurs. (See 
§ 405.2123 for reporting requirements; 
§ 405.2124, for method of calculating 
rates; § 405.2130 for specific stand- 
ards.) 

(a) Initial classification. (1) An 
ESRD facility that has not previously 
participated in the ESRD program will 
be granted conditional status if it sub- 
mits a written plan, detailing how it 
will achieve the utilization rates for 
conditional status by the end of the 
first calendar year of its operation 
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under the ESRD program, and the 
rates required for unconditional status 
during its third calendar year of oper- 
ation. 

(2) The ESRD facility’s performance 
will be evaluated at the end of the 
first calendar year to ascertain wheth- 
er it is properly implementing the 
plan. 

(b) Exception status. (1) A renal dia- 
lysis center or a renal dialysis facility 
that does not meet the minimal utili- 
zation rate for unconditional or condi- 
tional status may be approved by the 
Secretary for a time limited exception 
status if: 

(i) It meets all other conditions for 
coverage under this subpart; 

(ii) It is unable to meet the minimal 
utilization rate because it lacks a suffi- 
cient number of patients and is located 
in an area without a sufficient popula- 
tion base to support a center or facili- 
ty which would meet the rate; and 

(iii) Its absence would adversely 
affect the achievement of ESRD pro- 
gram objectives. 

(2) A hospital that furnishes renal 
transplantation services primarily to 
pediatric patients and is approved as a 
renal dialysis center under this sub- 
part, but does not meet the utilization 
standards prescribed in § 405.2130¢a), 
may be approved by the Secretary for 
a time limited exception status if: 

(i) It meets all other conditions for 
coverage as a renal transplantation 
center; 

(ii) The surgery is performed under 
the direct supervision of a qualified 
transplantation surgeon (§ 405.2102 
(rX7)) who is also performing renal 
transplantation surgery at an ap- 
proved renal transplantation center 
that is primarily oriented to adult 
nephrology; 

diii) It has an agreement, with the 
other hospital serviced by the surgeon, 
for sharing limited resources that are 
needed for kidney transplantation; 
and 

(iv) There are pediatric patients who 
need the surgery and who cannot 
obtain it from any other hospital lo- 
cated within a reasonable distance. 

5. Section 405.2123 is revised to read 
as follows: 


§ 405.2123 Reporting of utilization rates 
for classification. 


Each facility must submit to HCFA 
an annual report on its utilization 
rates. 

(a) Each hospital furnishing renal 
transplantation service must report 
both the number of transplants per- 
formed during the most recent year of 
operation and the number performed 
during each of the preceding 2 calen- 
dar years. 

(b) Each hospital or nonhospital fa- 
cility furnishing dialysis service must 
report the number of dialysis stations 
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it had operating and the total number 
of dialyses performed during both the 
most recent year of operation and 
each of the preceding 2 calendar years. 
For dialyses performed on or after Oc- 
tober 1, 1978, the report must sepa- 
rately identify, by type of ESRD serv- 
ice, the total number of dialyses per- 
formed at each station. 

6. Section 405.2130 is amended by 
adding paragraph (d). 


§ 405.2130 Condition: Minimal utilization 
rates. 


The ESRD facility meets the appli- 
cable minimal utilization rate(s) indi- 
cated below for unconditional or con- 
ditional status, unless granted excep- 
tion status in accordance with 
§ 405.2122(b). 


~ * * « * 


(d) Self-dialysis training stations 
which were utilized to successfully 
train at least six self-dialysis patients 
per station per calendar year and the 
dialyses performed on these stations 
may be excluded from the calculation 
of utilization rates. 

7. Section 405.2134 is revised to read 
as follows: 


§ 405.2134 Condition: 
network. 


The ESRD facility has a member- 
ship agreement with the network co- 
ordinating council and is providing ac- 
ceptable representation on the council. 

(a) Standard: Membership agree- 
ment. The membership agreement is 
signed by an authorized individual on 
behalf of the facility, and: 

(1) Provides that the facility will 
participate in council activities and 
medical evaluation studies; 

(2) Commits the facility to pursue 
network goals, including the place- 
ment of patients in self-dialysis and 
the encouragement of renal transplan- 
tation; and 

(3) Includes the facility’s plans for 
attaining the network goals. 

(b) Standard: Representation. The 
facility appoints at least one repre- 
sentative to the Council and more 
than one representative, when neces- 
sary, for proper administration of the 
network’s general program functions 
(see § 405.2111). 

(c) Standard: Goals and plans. The 
facility fulfills its role for attaining 
the network goals and carrying out 
the network plans. 

8. Section 405.2136 is amended by re- 
vising paragraph (b)(3), by revising 
paragraphs (f)(1) (ii) and (xi), and by 
revising paragraph (f)(2) as follows: 


§ 405.2136 Condition: Governing body and 
management. 


Membership in a 
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(b) Standard: Operational objectives. 
**s ¢ 

(3) Admission criteria that insure 
equitable access to services are adopt- 
ed by the facility and are readily avail- 
able to the public. Access to the self- 
dialysis unit is available only to pa- 
tients for whom the facility maintains 
patient care plans (see § 405.2137). 


* + * * _* 


({) Standard: Patient care policies. 
*s+ * 

(1) The patient care policies cover 
the following: 


* * * * + 


(ii) Admission and discharge policies 
(in relation to both in-facility care and 
home care). 


> * & a * 


(xi) The provision of home dialysis 
support services, if offered (see 
§ 405.2163(e)). 

(2) The physician-director of the fa- 
cility is designated in writing to be re- 
sponsible for the execution of patient 
care policies. If the responsibility for 
day-to-day execution of patient care 
policies has been delegated by a physi- 
can director to (or, in the case of a 
self-dialysis unit, to another licensed 
health practitioner) a registered 
nurse, the physican-director provides 
medical guidance in such matters. 

9. Section 405.2137 is amended by re- 
vising paragraphs (b), (b)(4), (b)(5) 
and adding a new paragraph (b)(6) to 
read as follows: 


§ 405.2137 Condition: Patient long-term 
program and patient care plan. 


* * * * * 


(b) Standard: Patient care plan. 
There is a written patient care plan 
for each patient of an ESRD facility 
(including home _ dialysis patients 
under the supervision of the ESRD fa- 
cility; see §405.2163(e)) based upon 
the nature of the patient’s illness, the 
treatment prescribed, and an assess- 
ment of the patient’s needs. 

(1) The patient care plan is personal- 
ized for the individual, reflects the 
psychological, social, and functional 
needs of the patient, and indicates the 
ESRD and other care required as well 
as the individualized modifications in 
approach necessary to achieve the 
long-term and short-term goals. 

(2) The plan is developed by a pro- 
fessional team consisting of at least 
the physician responsible for the pa- 
tient’s ESRD care, a qualified nurse 
responsible for nursing services, a 
qualified social worker, and a qualified 
dietitian. 

(3) The patient, parent, or legal 
guardian, as appropriate, is invoved in 
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the development of the care plan, and 
due consideration is given to his pref- 
erences. 

(4) The care plan for patients whose 
medical condition has not become sta- 
bilized is reviewed at least monthly by 
the professional patient care team de- 
scribed in paragraph (b)(2) of this sec- 
tion. For patients whose condition has 
become stabilized, the care plan is re- 
viewed every 6 months. The care plan 
is revised as necessary to insure that it 
provides for the patients ongoing 
needs. 

(5) If the patient is transferred to 
another facility, the care plan is sent 
with the patient or within 1 working 
day. : 

(6) For a home-dialysis patient 
whose care is under the supervision of 
the ESRD facility, the care plan pro- 
vides for periodic monitoring of the 
patient’s home adaptation, including 
provisions for visits to the home by 
qualified facility personnel to the 
extent appropriate. (See § 405.2163(e).) 

10. Sections 405.2139 and 405.2139(d) 
are revised to read as follows: 


§ 405.2139 Condition: medical records. 


The ESRD facility maintains com- 
plete medical records on all patients 
(including self-dialysis patients within 
the self-dialysis unit and home dialysis 
patients whose care is under the su- 
pervision of the facility) in accordance 
with accepted professional standards 


‘and practices. A member of the facili- 


ty’s staff is designated to serve as su- 
pervisor of medical records services, 
and insures that all records are prop- 
erly documented, completed, and pre- 
served. The medical records are com- 
pletely and accurately documented, 
readily available, and systematically 
organized to facilitate the compilation 
and retrieval of information. 


* . > > * 


(d) Standard: Completion of medical 
records and centralization of clinical 
information. Current medical records 
and those of discharged patients are 
completed promptly. All clinical infor- 
mation pertaining to a patient is kept 
in the patient’s medical record. Provi- 
sion is made for collecting and includ- 
ing in the medical record medical in- 
formation generated by self-dialysis 
patients. Entries concerning the daily 
dialysis process may either be complet- 
ed by staff, or be completed by trained 
self-dialysis patients, trained home 
dialysis patients or trained assistants 
and countersigned by staff. 

11. Section 405.2140 is amended by 
revising paragraphs (b)(2) and (b)(3), 
by revising paragraph (c), and by 
adding a new paragraph (d)(5) as fol- 
lows: 


§ 405.2140 Condition: 
ment. 


Physical environ- 


* m . * * 


(b) Standard: Favorable environ- 
ment for patients. * * * 

(2) Treatment areas are designed 
and equipped to provide adequate and 
safe dialysis therapy, as well as priva- 
cy and comfort for patients. The space 
for treating each patient is sufficient 
to accommodate medically needed 
emergency equipment and staff and to 
insure that such equipment and staff 
can reach the patient in an emergen- 
cy. There is sufficient space in units 
for safe storage of self-dialysis sup- 
plies. 

(3) There is a nursing/monitoring 
station from which adequate surveil- 
lance of patients receiving dialysis ser- 
vices can be made. 


. * « 2 * 


(c) Standard: Contamination pre- 
vention. The facility employs appro- 
priate techniques to prevent cross-con- 
tamination between the unit and adja- 
cent hospital or public areas including, 
but not limited to, food service areas, 
laundry, disposal of solid waste and 
blood-contaminated equipment, and 
disposal of contaminants into sewage 
systems. Waste storage and disposal 
are carried out in accordance with ap- 
plicable local laws and accepted public 
health procedures. The written pa- 
tient care policies (see § 405.2136(f)(1)) 
specify the functions that are carried 
out by facility personnel.and by self- 
dialysis patients with respect to con- 
tamination prevention. ~ 

(d) Standard: Emergency prepared- 
ness. * * * 

(5) Patients are trained to handle 
medical and nonmedical emergencies. 
Patients must be fully informed re- 
garding what to do, where to go, and 
whom to contact if a medical or non- 
medical emergency occurs. 

12. Section 405.2161(b) is amended 
by revising paragraphs (3) and (5) as 
follows: 


§ 405.2161 Condition—Director of a renal 
dialysis facility or renal dialysis center. 


. * * * .- 


(b) Standard: Responsibilities. * * * 

(3) Assuring adequate monitoring of 
the patient and the dialysis process, 
including, for self-dialysis patients, as- 
suring periodic assessment of patient 
performance of dialysis tasks. 


* * * a * 


(5) When self-dialysis training or 
home dialysis training is offered, as- 
suring that patient teaching materials 
are available for the use of all trainees 
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during training and at times other 
than during the dialysis procedure. 

13. Section 405.2162 is amended by 
revising paragraph (b) as follows: 


§ 405.2162 Condition: Staff of a renal dia- 
lysis facility or renal dialysis center. 


* * * * ~ 


(b) Standard: Onduty personnel. 
Whenever patients are undergoing dia- 
lysis: (1) One currently licensed health 
professional (e.g., physician, registered 
nurse, or licensed ‘practical nurse) ex- 
perienced in rendering ESRD care is 
on duty to oversee ESRD patient care; 
(2) an adequate number of personnel 
are present so that the patient/staff 
ratio is appropriate to the level of dia- 
lysis care being given and meets the 
needs of patients; and (3) an adequate 
number of personnel are readily avail- 
able to meet medical and nonmedical 
needs. 


14. Section 405.2163 is amended by 


redesignating paragraphs (a) through 
(e) to be (b) through (f), by adding a 
new paragraph (a), and by revising 
paragraph (e) as follows: 


§ 405.2163 Condition: Minimal service re- 
quirements for a renal dialysis facility 
or renal dialysis center. 


The facility must provide dialysis 
services, as well as adequate labora- 
tory, social, and dietetic services: to 
meet the needs of the ESRD patient. 

' (a) Standard: Outpatient dialysis 
services.—(1) Staff-assisted dialysis 
services. The facility must provide all 
necessary institutional dialysis services 
and staff required in performing the 
dialysis. 

(2) Self-dialysis services. If the facili- 
ty offers self-dialysis services, it must 
provide all medically necessary sup- 
plies and equipment and any other 
service specified in the facility’s pa- 
tient care policies. 
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(b) Standard: Laboratory services. 
The dialysis facility makes available 
laboratory services (other than the 
specialty of tissue pathology and his- 
tocompatibility testing), to meet the 
needs of the ESRD patient. Labora- 
tory services are performed either by a 
medicare-approved hospital or by a 
qualified medicare-approved independ- 
ent laboratory, except that hematocrit 
and clotting time, which the facility 
uses to monitor its patients’ fluids inci- 
dent to each dialysis treatment, may 
be performed by the dialysis facility’s 
staff, who are qualified by education 
and experience to perform such duties, 
under the direction of a physician. 


(c) Standard: Social services. Social 
services are provided to patients and 
their families and are directed at sup- 
porting and maximizing the social 
functioning and adjustment of the pa- 
tient. Social services are furnished 
by a qualified social worker 
(§ 405.2102(r)(6)) who has an employ- 
ment or contractual relationship with 
the facility. The qualified social 
worker is responsible for conducting 
psychosocial evaluations, participating 
in team review of patient progress and 
recommending changes in treatment 
based on the patient’s current psycho- 
social needs, providing casework and 
groupwork services to patients and 
their families in dealing with the spe- 
cial problems associated with ESRD, 
and identifying community social 
agencies and other resources and as- 
sisting patients and families to utilize 
them. 


(d) Standard: Dietetic services. Each 
patient is evaluated as to his nutrition- 
al needs by the attending physician 
and by a_- qualified dietitian. 
(§ 405.2102(r)(2)) who has an employ- 
ment or contractual relationship with 
the facility. The dietitian, in consulta- 
tion with the attending physician, is 
responsible for assessing the nutrition- 
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al and dietetic needs of each patient, 
recommending therapeutic diets, coun- 
seling patients and their families on 
prescribed diets, and monitoring ad- 
herence and response to diets. 

(e) Standard: Self-dialysis support 
services. The renal dialysis facility or 
center furnishing self-dialysis training 
upon completion of the patient’s train- 
ing, furnishes (either directly, under 
agreement or under arrangement with 
another ESRD facility) the following 
services: 

(1) Surveillance of the patient’s 
home adaptation, including provisions 
for visits to the home or the facility; 

(2) Consultation for the patient with 


‘a qualified social worker and a quali- 


fied dietitian; 

(3) A recordkeeping system which 
assures continuity of care; 

(4) Installation and maintenance of 
equipment; 

(5) Testing and appropriate treat- 
ment of the water; and 

(6) Ordering of supplies on an on- 
going basis. 

(f) Standard: Participation in re- 
cipient registry. The dialysis facility or 
center participates in a patient regis- 
try program for patients who are 
awaiting cadaveric donor transplanta- 
tion. 

(Secs. 226, 1102, 1871, 1881 of the Social Se- 
curity Act (42 U.S.C. 426, 1302, 1395hh, 
1395rr).) 

(Catalog of Federal Domestic Assistance 
Programs No. 13.773, Medicare—Hospital 
Insurance; No. 13.774, Medicare—Supple- 
mentary Medical Insurance.) 

Dated: September 21, 1978. 


ROBERT A. DERZON, 
Administrator, Health Care 
Financing Administration. 
Approved: October 11, 1978. 
JOSEPH A. CALIFANO, JY., 
Secretary. 
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